Hospitals contracting with the Centers for Medicare & Medicaid Services (CMS) must comply with Conditions of Participation (CoP), enforced by 4 certified independent accrediting organizations (AOs) or individual state survey. Recent work documents that the system fails to achieve consistent clinical outcomes, allowing several-fold variation in mortality and patient safety. Other publicly reported evidence shows weaker clinical performance by state-surveyed hospitals, inexplicable variation in individual state surveys, and recurring disagreement between initial and audit surveyors. Although the leading AOs and CMS are committed to continuous improvement, a proven management system that is extensively documented in hospitals, accreditation has not achieved it. Requiring an auditable public annual report by each hospital, including improvement targets and analogous to the 10K reports required of publicly listed corporations, might create a more effective system. Updating the CoP and refocusing the on-site inspection also would help.
Article
Virtually every US hospital must demonstrate compliance with the Centers for Medicare & Medicaid Services (CMS) Conditions of Participation (CoP) through an unannounced triennial survey by one of 4 not-for-profit accrediting organizations (AOs) or by state examiners. Private insurers rely on compliance, making compliance the foundation of consumer protection and central to hospital financing.
Many sources document serious issues with the quality of American hospital care. [1] [2] [3] [4] A recent analysis, using 24 well-founded and extensively adjusted measures of clinical outcomes, reports "a 2.1-fold difference in riskadjusted mortality outcomes . . . [and] a 10.2-fold difference in risk-adjusted patient safety outcomes . . . between top and bottom-decile hospitals." 5(p1765) This range of performance would be unthinkable in most other industries. It is clearly unacceptable in health care and compelling evidence that the accreditation program has failed.
Literature
For such a universal activity, scientific literature citations about the process itself are sparse. Chassin, President of The Joint Commission (TJC), has raised a central issue:
[The] traditional approach of comparing performance to standards is able only to find deficiencies, ie, noncompliance with standards during an onsite survey or wrong answers on a test. That approach, by its very design, is inherently unable to recognize or foster excellence. A different set of tools, skills, and programs is required. 6(p1796) Chassin's article has been cited 3 times in Journal of the American Medical Association editorials but otherwise attracted little attention. Two comprehensive reviews of international accreditation literature concluded that there is no proof that the traditional processes have demonstrable benefit. 7, 8 Neither of these reviews has been cited by more recent work.
Factual Information About Compliance
The program is impaired by excessive secrecy. CMS lists 4563 nonfederal hospitals under contract. It does not identify hospitals' selections of compliance surveyor. (Two requests for that information received no response.) It releases counts for each AO in its mandated report to Congress. The AOs post their membership by name on (Table 1) .
Variation in Outcomes by Accrediting Organization
It is possible to compare the hospitals listed as accredited by each AO in terms of their outcomes performance reported by CMS. Overall rating, mortality, effectiveness of care, patient experience, safety of care, readmission, and timeliness of care were compared (Table 2) . For noncritical access hospitals with sufficient data, differences in relative performance between the AOs are not significant. However, the rankings of hospitals not identified by AOs (ie, surveyed by states or unknown) were consistently lowest, whether based on mean scores or percentage in CMS's highest level. Although individual measures are only marginally significant, the repeated low ranking supports a conclusion that the AO-accredited hospitals have superior results.
CMS Annual Report to Congress
CMS conducts validation audits on a random sample of AO surveys and reports a "Disparity Rate" defined as Condition level is defined "i.e. serious." 9(p34) Over 7 years, the disparity rate averaged 40%. It was never lower than 33% and peaked in 2013 at 46% (Table 3 ). This also is compelling evidence that the current system is inadequate. The disparities always exceeded CMS' "20 percent threshold established in regulation." 9(p37) A purely random process, with both surveyors flipping coins, would generate a disparity rate of 50%. By far the most frequent category for disparities is physical environment. Quality assurance was mentioned only 3 times in 103 audit surveys for 2014.
9(p44)

Data From 2567 Reports
The only other available data on accreditation are the reports of surveys triggered by patient complaints judged to be serious by CMS, called 2567 reports. According to CMS, these state surveys are universally made public. Virtually every non-critical access hospital had 2567 visits in the 3.5 years of reported data. As might be expected for patient-initiated reviews, patient rights dominate the list of cited deficiencies ( Table 4 ). The detail in the reports suggests potentially serious clinical misadventures, but the 2 citation categories specifically oriented to quality improvement had a combined frequency of only 2%. The counts of deficiency citations per 2567 survey differ substantially by state-far beyond what might be expected. The range of state frequencies is incomprehensible. The 5 lowest states (Hawaii, Utah, Maine, Kansas, Nebraska) had less than half the median of 7.5 citations per visit. The 5 highest (California, Maryland, Connecticut, Idaho, Vermont) had from 2 to 4 times the median. In the 3.5 years, New Hampshire surveyors posted 44 entries, and Vermont surveyors posted 565 (Table 5) . Differing standards and procedures among the states are a possible cause, but the extent of variation is cause for concern.
CMS and AO Standards
The CoP, commentary, and suggested review processes are incorporated in CMS' State Operations Manual. 10 AOs publish their own standards, which must incorporate The CMS Conditions of Participation. The CoP tend to legalistic statements of important but noncontroversial foundations that are mostly structural and static. The components must meet licensure and facility codes and be "effective." "Effective" appears in the document 390 times. It is used to guide surveyors' decisions and is often left to the surveyors' judgment.
Virtually the only dynamic standard in the CoP is the QAPI (Section 482.21). First implemented in 2003, it is cross-referenced 85 times and integrated into every service. (The Operations Manual is electronically distributed and not paginated. Reference is to section number.)
The hospital must develop, implement, and maintain an effective, ongoing, hospital-wide, data-driven quality assessment and performance improvement program. The hospital's governing body must ensure that the program reflects the complexity of the hospital's organization and services; involves all hospital departments and services (including those services furnished under contract or arrangement); and focuses on indicators related to improved Further detail calls for appropriate data, "focus on highrisk, high-volume, or problem-prone areas" that "affect health outcomes, patient safety, and quality of care," and "performance improvement projects . . . proportional to the scope and complexity of the hospital's services and operations."
The hospital must document what quality improvement projects are being conducted, the reasons for conducting these projects, and the measurable progress achieved on these projects. (Section 482.21 (d) (3))
The governing body and chief executive are explicitly accountable for implementing these rules and keeping appropriate records (Section 482.21 (e)).
Buried in the verbiage is the phrase, "shows measurable improvement" (Section 482.21(a)(1)). There are no "Interpretive Guidelines" or "Survey Procedures" for Section 482.21, but other sections require the surveyor to find evidence of integration into the QAPI program. The section-specific requirements make no reference to either the number of projects, trends in measures, or the effectiveness of improvements implemented.
In short, the commitment to QAPI lacks the normal foundations of measurement, problem assessment and analysis, benchmarking, best practice, and strategic evaluation.
The Joint Commission. TJC publishes an analysis comparing its standards to CoP. 11 Its additions list 12 standards that substantially expand the QAPI requirement, including the following:
• • annual strategic review of "performance in relation to its mission, vision, and goals" (LD.01.03.01); • • a "culture of safety and quality throughout the hospital" (LD.03.01.01); • • using "data and information to guide decisions and to understand variation in the performance of processes supporting safety and quality" (LD.03.02.01); • • implementing change, using a systematic approach, providing required resources, and evaluating "how effectively data and information are used throughout the hospital" (LD.03.02.01, LD.03.05.01); • • establishing "priorities for performance improvement" addressing "high-volume, high-risk, or problem-prone processes" and changing priorities "in response to changes in the internal or external environment" (LD.04.04.01); • • having an organization-wide, integrated patient safety program that pursues "near misses" and "hazardous conditions" and encourages "blamefree" reporting and "proactive risk assessment" (LD. [and] willingness to report." (PI.01) These data must be analyzed for internal trends and external comparisons and used "to identify improvement opportunities" (PI.02). TJC has a summary requirement: "The hospital improves performance on an ongoing basis . . . [and] takes action when it does not achieve or sustain planned improvements" (PI.03.01.01). Its standards substantially extend QAPI, specifying the existence of a measured, organized program of improvement that should relate to strategy, establish a culture of safety, and be reviewed annually by hospital governance.
DNV Health Care, USA. The first DNV requirement is a Quality Management System that qualifies for International Organization for Standardization (ISO) 9001. Initially, the elements must be "present" rather than fully implemented. New applicants have 3 years to complete certification. 12 The ISO 9001 standards were begun in 1987 and have been met by about 1 million companies in many different industries and nations. They are built around 7 Quality Management Principles (QMP) developed and updated by an international panel of experts: QMP 1. Customer focus: The primary focus of quality management is to . . . exceed customer expectations. QMP 2. Leadership: . . . establish unity of purpose . . . and create conditions . . . achieving the organization's quality objectives. QMP 3. Engagement of people: Competent, empowered, and engaged people at all levels throughout the organization. QMP 4. Process approach: . . . activities are understood and managed as interrelated processes that function as a coherent system. QMP 5. Improvement: . . . an ongoing focus on improvement. QMP 6. Evidence-based decision making: Decisions based on the analysis and evaluation of data and information. QMP 7. Relationship management: . . . an organization manages its relationships with interested parties, such as suppliers. 13 DNV standards require "established measures that have the ability to detect variation, identify problem processes, identify both positive and negative outcomes, and effectiveness of actions taken to improve performance and/or reduce risks." 12(p13) The measurement and improvement of "key systems as defined by the organization" must receive formal, annual audit. Extra attention is devoted to issues of patient safety. 12 The DNV approach enhances CMS's QAPI standard and TJC's amplifications of it in 3 ways:
ISO and National Integrated Accreditation for
Healthcare (NIAHO) standards require the hospital to focus on specific opportunities, track CMS and other validated measures, and adjust its measurement portfolio as its strategic needs develop. 2. ISO 9001 implements TJC's requirements to improve performance with a detailed, proven management system (see QMP 4, 5, and 6). 3. ISO 9001 focuses explicitly on the organization's internal relationships, requiring leadership to develop empowerment and engagement (see QMP 1, 2, 3, and 7).
Survey Processes
The basic survey process is an unscheduled triennial visit. DNV makes annual visits. State surveys are paid for by CMS. The AOs charge; they also sell various preparations to ensure a successful outcome. TJC and DNV emphasize "tracer" methodology.
Surveyors will also conduct system tracers-interactive sessions with organization staff that explore the performance of important systems and high-risk processes across your organization, including data use, infection control, and medication management.
11(p8)
Use of tracer methodology shall be the means by which the surveyors will select records and then follow the patient care and other process(es) to verify various aspects of the organization as they are applied against the NIAHO® requirements and ISO 9001 standards and organization policies.
12(p5) Source: see Table 4 .
The CoP mention "tracer methodology" only twice.
Neither reference is as part of the survey processes. TJC promotes use of the "National Inpatient Quality Measures"-24 specific counts of adverse outcomes of care. The measures are not mentioned in the CoP, but many are included in the CMS Hospital Inpatient Prospective Payment Systems. DNV expects hospitals to use carefully developed, benchmarked measures appropriate to each service. The CoP use the term measures principally as a synonym for actions, as in "implements infection control measures" (Section 482.42(a)). "Evidence-based" appears 10 times in the 483 pages; usually in a clinical context. The terms benchmarking and best practice are not used.
Although the CMS State Operations Manual offers extensive advice, the states have considerable independence. "Suggested" is the critical word; "should" is not mandatory:
The [state agency] decides the composition and size of the team. In general, a suggested survey team for a full survey of a mid-size hospital would include . . . at least one RN with hospital survey experience, as well as other surveyors who have the expertise needed to determine whether the facility is in compliance. 10(p5) Hospital surveyors should have the necessary training and experience to conduct a hospital survey. Attendance at a Basic Hospital Surveyor Training Course is suggested. 10(p6) CMS funds for supervision are limited.
14 State surveyors may have a strong conflict of interest. Encouraging corrective action is clearly a safe path. Denying Medicare participation may lead to substantial political reaction. The governor's staff is not likely to be pleased.
Discussion
Although accreditation cannot be "abandoned," it is clearly in failure. In brief, the available evidence strongly supports Chassin's conclusion, "A different set of tools, skills, and programs is required." We need a redirection toward continuous improvement principles outlined by TJC and ISO 9001.
In fact, the health care winners of the Baldrige Quality Award have defined and documented the new direction. Their publicly available "Applications" (http://patapsco. nist.gov/Award_Recipients/index.cfm) describe a model that yields consistent top quartile, often top decile, performance on outcomes quality and also on patient satisfaction, worker satisfaction, cost, and financial performance. The model is consistent with ISO 9001, QAPI, and TJC's expansion of QAPI. The model the winners have developed departs substantially from traditional management in hospitals.
1. All elements of performance are carefully measured, with benchmarking to identify excellence. 1. The focus is on finding and copying the best, not fixing the worst. 2. Improvement is rigorously pursued, using formal analysis such as Lean or Six Sigma. 3. Rewards and celebrations are routine. 4. Worker engagement and satisfaction is accepted as a goal and systematically achieved.
The Applications are rigorously prepared and audited by independent experts. There is no competing documented, audited system of hospital management. The model has been installed in hospitals and ambulatory, rehabilitation, and continuing care facilities in 19 states and a full range of American communities, including some of the most challenged. 15 How could accreditation move hospitals toward this proven best practice? One highly desirable step would be a comprehensive revision of the CoP. A cadre of expert teams, led by the Institute of Medicine, could publicize the issues, solicit public opinion, and prepare a consensus consistent with 21st century medicine and 21st century management.
A second, stronger, step would be to expand commitment to evidence-based continuous improvement, requiring each hospital to publish a summary of its quality issues and its plans for correction. The "10K" requirement of the Securities and Exchange Commission provides a solid model. A hospital analogue could eliminate the Internal Revenue Service 990 report, annually addressing 1. Performance on specific CMS outcomes quality measures, compared to history and benchmarks 2. Improvements achieved and the agenda for the coming year 3. Discussion of risks and impediments to achieving benchmark quality 4. Community health needs, benefit plans, and progress 5. Audited financial data 6. Executive and other high-level compensation
The report is not a radical demand. The content is central to the annual strategic review that every hospital governing board should expect.
Hospitals' reports would require both auditing and supplementary inspection. Given the public availability of CMS quality measures, the audit would be a modest supplement to the current financial audits. In addition, several fundamentals, such as emergency and disaster preparation, physical facilities, and hazardous material handling, are missing from the patient quality and satisfaction measures. These would require triennial survey, but the survey would be substantially cheaper, more clearly focused, and easier to keep consistent. So it is not time to abandon accreditation, but it is clearly time to rethink it.
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